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Acceptance of Foreign Clinical Studies  Information Sheet

Guidance for Institutional Review Boards and Clinical Investigators  
The Food and Drug Administration (FDA) may accept clinical studies conducted outside the United States in
support of safety and efficacy claims for drugs, biological products and medical devices.
All drug, biologic and device studies conducted under an Investigational New Drug (IND) or Investigational
Device Exemption (IDE) are governed by the FDA informed consent and IRB requirements. [See 21 CFR
part 312 IND regulations and 21 CFR part 812 IDE regulations.]
Under 21 CFR 312.120(c)(1), FDA will accept a foreign clinical study involving a drug or biological product
not conducted under an IND. On April 28, 2008, FDA issued a final rule modifying 21 CFR 312.120, entitled
Human Subject Protection; Foreign Clinical Studies Not Conducted Under an Investigational New Drug
Application.  This final rule and its preamble are available at
http://www.regulations.gov/#!documentDetail;D=FDA2004N00610002;oldLink=false1.
Under 21 CFR 814.15(a) and (b), FDA will accept a foreign clinical study involving a medical device not
conducted under an IDE only if the study conforms to whichever of the following provides greater
protection of the human subjects:

the ethical principles contained in the 1983 version of the Declaration of Helsinki, or
the laws and regulations of the country in which the research was conducted.

 
Also see these FDA Information Sheets:
NonLocal IRB Review2

Waiver of IRB Requirements for Drug and Biologic Studies3

Guide to Informed Consent4

 
 

Page Last Updated: 06/25/2014 
Note: If you need help accessing information in different file formats, see Instructions for Downloading
Viewers and Players.

Accessibility Contact FDA Careers FDA Basics FOIA No FEAR Act Site Map Transparency Website
Policies

U.S. Food and Drug Administration
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
Ph. 1888INFOFDA (18884636332)
Contact FDA

           
For Government For Press
Combination Products Advisory Committees Science & Research Regulatory Information Safety
Emergency Preparedness International Programs News & Events Training and Continuing Education
Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive

Regulatory Information
Home Regulatory Information Search for FDA Guidance Documents

http://www.fda.gov/AboutFDA/WorkingatFDA/NoFEARAct/default.htm
http://www.fda.gov/ForConsumers/default.htm
http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/ViewingFiles/default.htm
http://www.fda.gov/NewsEvents/default.htm
http://www.fda.gov/ForFederalStateandLocalOfficials/default.htm
http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126500.pdf
http://www.fda.gov/RegulatoryInformation/Guidances/ucm126423.htm
http://www.fda.gov/Training/default.htm
http://www.fda.gov/AdvisoryCommittees/default.htm
http://www.fda.gov/CombinationProducts/default.htm
http://www.fda.gov/AboutFDA/ContactFDA/default.htm
http://www.fda.gov/default.htm
https://www.facebook.com/FDA
https://twitter.com/US_FDA
http://www.usa.gov/
http://www.fda.gov/ScienceResearch/default.htm
http://www.fda.gov/AboutFDA/Transparency/Basics/default.htm
http://www.fda.gov/ForIndustry/default.htm
http://www.fda.gov/AboutFDA/WorkingatFDA/default.htm
http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/GetEmailUpdates/default.htm
http://www.fda.gov/Safety/default.htm
http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/default.htm
http://www.fda.gov/RegulatoryInformation/Guidances/ucm126431.htm
http://www.fda.gov/ForFederalStateandLocalOfficials/default.htm
http://www.fda.gov/default.htm
http://www.fda.gov/AboutFDA/ContactFDA/default.htm
http://www.fda.gov/EmergencyPreparedness/default.htm
http://www.hhs.gov/
http://www.fda.gov/RegulatoryInformation/FOI/default.htm
http://www.fda.gov/ICECI/default.htm
http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/default.htm
http://www.fda.gov/RegulatoryInformation/Guidances/default.htm
http://www.fda.gov/
http://www.fda.gov/ForHealthProfessionals/default.htm
http://www.regulations.gov/#!documentDetail;D=FDA-2004-N-0061-0002;oldLink=false
http://www.fda.gov/AboutFDA/AboutThisWebsite/Accessibility/default.htm
http://www.fda.gov/AboutFDA/AboutThisWebsite/ucm450631.htm
http://www.fda.gov/RegulatoryInformation/default.htm
http://www.flickr.com/photos/fdaphotos/
http://www.fda.gov/NewsEvents/default.htm
http://www.fda.gov/SiteMap/default.htm
http://www.youtube.com/user/USFoodandDrugAdmin
http://www.fda.gov/AboutFDA/Transparency/default.htm
http://www.fda.gov/InternationalPrograms/default.htm
http://www.fda.gov/RegulatoryInformation/default.htm


9/21/2015 Search for FDA Guidance Documents > Acceptance of Foreign Clinical Studies  Information Sheet

http://www.fda.gov/RegulatoryInformation/Guidances/ucm126426.htm 2/2

Links on this page:
1.  http://www.regulations.gov/#!documentDetail;D=FDA2004N0061

0002;oldLink=false

2.  /RegulatoryInformation/Guidances/ucm126423.htm

3.  /downloads/RegulatoryInformation/Guidances/UCM126500.pdf

4.  /RegulatoryInformation/Guidances/ucm126431.htm


